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5) 0 Claim(s) is/are allowed. 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
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Detailed Action 
Status of Claims 

Applicants have made no amendment to the claims. Claim 22 is currently 
pending. 

Response to Arguments 

Applicant's arguments filed May 4, 2007 have been fully considered but they are 

not persuasive. 

Applicant's arguments fail to comply with 37 CFR 1 .1 1 1 (b) because they amount 
to a general allegation that the claims define a patentable invention without specifically 
pointing out how the language of the claims patentably distinguishes them from the 
references. 

Assuming arguendo that applicant's arguments complied, the applicant's have 
taken the position that one of ordinary skill would not have chosen the claimed 
compound as it has less activity than related compounds. The examiner points out that 
claim 22 of the instant application is drawn to a compound that is broadly disclosed in 
the prior art. The applicant's have not argued against the fact that the compound is 
broadly disclosed in the prior art only a motivation for choosing the claimed compound 
based upon increased/decreased biological activity. The examiner points out that 
activity against VDR is only one example of increased/decreased biological activity. 
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Other factors such as increased solubility, bioavailability, toxicity oral bioavailability, 
etc... also factor into biological activity. 

Regardless of the reasoning, the examiner has pointed out that the claimed 
compound has been broadly disclosed in the prior art, claim 22 of the instant application 
is drawn to a compound broadly disclosed in the prior art, and the applicant's have not 
argued that the compound is not disclosed. 

The examiner respectfully points out the following: "Products of identical 
chemical composition can not have mutually exclusive properties. "A chemical 
composition and Its properties are Inseparable. Therefore, If the prior art teaches the 
Identical chemical structure, the properties that applicant discloses and/or claims are 
necessarily present. In re Spada, 911 F.2d 705, 709, 15 USPQ2d 1655, 1658 (Fed. Cir. 
1990). 

The examiner respectfully points out the following from MPEP § 21 12.01 : "[T]he 
discovery of a previously unappreciated property of a prior art composition, or of a 
scientific explanation for the prior art's functioning, does not render the old composition 
patentably new to the discoverer." Atlas Powder Co. v. Ireco Inc., 190 F.3d 1342, 1347, 
51 USPQ2d 1943, 1947 (Fed. CIr. 1999). Thus the claiming of a new use, new function 
or unknown property which Is Inherently present In the prior art does not necessarily 
make the claim patentable. In re Best, 562 F.2d 1252, 1254, 195 USPQ 430, 433 
(CCPA1977). 

For the reasons set forth above and for reasons of record the 1 03(a) rejection of 
the last office action is maintained. This action is made FINAL. 
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The 103(a) rejection is included below. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 

consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 

prior art under 35 U.S.C. 103(a). 
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Claim 22 is rejected under 35 U.S.C. 103(a) as being unpatentable over DeLuca, 
et al.(US Patent No. 6114317). 

Claim 22 of the instant application claims a compound (20S)-1a-hydroxy-2- 
methylene-19-nor-vitamin D3 having the formula: 




DeLuca et al. teach, in the abstract, a method of modifying or altering the 
structure of a la-hydroxylated vitamin D compound to increase its biological activity. 
DeLuca et al. teach, in col. 4 line 66 to col. 6 line 44, novel la-hydroxylated vitamin D 
analogs of formula I. Specifically in col. 4 line 66 to col. 6 line 44 it is stated: 

"Structurally these novel analogs are characterized by the general formula I 
shown below: 
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R 




where Yi and Y2, which nnay be the same or different, are each selected from the group 
consisting of hydrogen and a hydroxy-protecting group; where Y3, Y4, Y5, Ye, Y7 and Ys, 
which may be the same or different, are each selected from the group consisting of 
hydrogen, a methyl group or substituted methyl group of the formula --CRi R2 R3, an 
amino group or substituted amino group of the formula -NRi R2, a phosphino group or 
substituted phosphino group of the formula -PRi R2, an alkylsulfinyl group, an 
arylsulfinyl group, an alkylsulfonyl group, an arylsulfonyl group, and aryl, where Ri, R2 
and R3 are each independently selected from the group consisting of hydrogen, C1-5 
alkyi, hydroxyalkyi, aminoalkyi, halogenalkyi, alkoxyalkyi, aryloxyalkyi, aryl, halogen, 
hydroxyl, protected hydroxy, alkoxyl, aryloxyl, acyl, an amino group, an alkyI substituted 
amino group, and an aryl substituted amino group, and where Ri and R2 taken together 
represent an 0x0 group or a group -(CH2)m - where m is an integer having a value of 
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from 2 to 5; or Y3 and Y4 when taken together represent a methylene group; or Y7 and 
Y8 when taken together represent a methylene group; where Y2 and Ye, or Y2 and Y7, 
when taken together may represent the group -(CR1 R2)n - where n is an integer 
having a value of from 1 to 4 and wherein any of the groups -CRi R2 - may be 
replaced by an oxygen, sulfur or nitrogen atom; where Y5 and Ys, or Y5 and Y3, or Y3 
and Ys, when taken together may represent the group -(CRi R2)r -- where r is an 
integer having a value of from 1 to 5 and wherein any of the groups -CRi R2 - may be 
replaced by an oxygen, sulfur or nitrogen atom; and where Ysand Ye when taken 
together represent the group =CR4 R5 where R4 and R5, which may be the same or 
different, are each selected from the group consisting of hydrogen and Y3, with the 
proviso that R4 and R5 cannot be a hydroxyl; and where R4 and Y2 when taken together 
may represent the group -(CRi R2)s - where s is an integer having a value of from 1 to 
3; and where the group R represents any of the typical side chains known for vitamin D 
type compounds. 

More specifically R can represent a saturated or unsaturated hydrocarbon radical of 1- 
35 carbons, that may be straight-chain, branched or cyclic and that may contain one or 
more additional substituents, such as hydroxy- or protected-hydroxy groups, fluoro, 
carbonyl, ester, epoxy, amino or other heteroatomic groups (see columns 5 and 6 for 
further structural details). 



Formula I when Y7, Ys, Y4, Y3, Y2, Yi are all Hydrogen, and Ye and Y5 when taken 



Application/Control Number: 10/614,964 Page 8 

Art Unit: 1617 

together represent the group =CR4R5 where R4 and R5 are hydrogen, and R is the 20S 
vitamin D3 all<yl group then the currently claimed compound, (20S)-1a-hydroxy-2- 
methylene-19-nor-vitamin D3 is achieved. Formula I is a genus to the particular species 
currently claimed. In col. 12 lines 3-30, the preferred analogs section entitled lOp- 
Substitution, DeLuca et al. exemplifies related compounds to the currently claimed 
compound with the difference being the presence of a 1 0p-substituent (U) which can be 
a methyl group etc... (see col. 9 lines 50-64). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to select the currently claimed compound as it is broadly disclosed 
in the genus of DeLuca et al. (as set forth above) and thus one of ordinary skill would 
expect it to posses increased biological activity as compared to 1a-hydroxylated vitamin 
D, as suggested by DeLuca et al. Further DeLuca et al. exemplify an embodiment that 
is closely related to the currently claimed compound (see above). 

Conclusions 

Claim 22 stands rejected. THIS ACTION IS MADE FINAL. Applicant is reminded of 
the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
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extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to KARA R. MCMILLIAN whose telephone number is 
(571 )270-5236. The examiner can normally be reached on Monday-Thursday from 8:30 
am- 6:00 pm and every other Friday from 8:30 am- 5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on (571)272-0629. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Kara R. McMillian/ 
Examiner, Art Unit 1617 
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Supervisory Patent Examiner, Art Unit 1617 



